
  

 

 

 

 
 
 

 
 
 

 

 

Programmatic Environmental Assessment for Marketing 
Orders for New Combusted, Filtered Cigarettes 

Manufactured by Philip Morris USA, Inc. 

Prepared by Center for Tobacco Products 
U.S. Food and Drug Administration 

December 9, 2019 

1 



  

 
 

 
 

Table of Contents 

1. Applicant and Manufacturer Information ........................................................................................... 3 
2. Product Information ............................................................................................................................ 3 
3. The Need for the Proposed Actions  .................................................................................................... 3 
4. Alternative to the Proposed Actions ................................................................................................... 4 
5. Potential Environmental Impacts of the Proposed Actions and Alternatives - Manufacturing the 

New Products ................................................................................................................................... 4 
5.1 Affected Environment ......................................................................................................... 4 
5.2 Air Quality  ........................................................................................................................... 5 
5.3 Water Resources ................................................................................................................. 5 
5.4 Soil, Land Use, and Zoning  .................................................................................................. 5 
5.5 Biological Resources ........................................................................................................... 6 
5.6 Regulatory Compliance ....................................................................................................... 6 
5.7 Socioeconomics and Environmental Justice ....................................................................... 6 
5.8 Solid Waste and Hazardous Materials  ................................................................................ 7 
5.9 Floodplains, Wetlands, and Coastal Zones  ......................................................................... 7 
5.10 Cumulative  Impacts  ............................................................................................................ 7 
5.11 Impacts of the No-Action Alternative  ................................................................................. 8 

6. Potential Environmental Impacts of the Proposed Actions and Alternative – Use of the New 
Products ........................................................................................................................................... 8 
6.1 Affected Environment ......................................................................................................... 8 
6.2 Air Quality  ........................................................................................................................... 8 
6.3 Environmental Justice ......................................................................................................... 9 
6.4 Cumulative  Impacts  ............................................................................................................ 9 
6.5 Impacts of the No-Action Alternative ............................................................................... 10 

7. Potential Environmental Impacts of the Proposed Actions and Alternative – Disposal of the New 
Products ......................................................................................................................................... 10 
7.1 Affected Environment ....................................................................................................... 10 
7.2 Air Quality  ......................................................................................................................... 10 
7.3 Water Resources ............................................................................................................... 11 
7.4 Biological Resources ......................................................................................................... 11 
7.5 Solid Waste  ....................................................................................................................... 11 
7.6 Socioeconomics and Environmental Justice ..................................................................... 11 
7.7 Cumulative  Impacts  .......................................................................................................... 12 
7.8 Impacts of the No-Action Alternative ............................................................................... 12 

8. List of Preparers  ................................................................................................................................ 12 
9. A Listing of Agencies and Persons Consulted .................................................................................... 13 
10. References ......................................................................................................................................... 13 
CONFIDENTIAL APPENDIX 1  ........................................................................................................................ 15 
Comparison of the New Products to the Corresponding Predicate Products ............................................ 15 
CONFIDENTIAL APPENDIX 2 ........................................................................................................................ 16 
First- and Fifth-Year Market Volume Projections for the New Products and Percentage of Cigarette Use 

in the United States Projected to be Attributed to the New Products .......................................... 16 

2 



1. Applicant and Manufacturer Information 

Applicant Name: Altria Client Services LLC 
Applicant Address: 2325 Bells Road 

Richmond, VA 23234 
Manufacturer Name: Philip Morris USA, Inc. 
Product Manufacturing 3601 Commerce Road 
Address: Richmond, VA 23234 

2. Product Information 

Submission Tracking Numbers (STNs), New Product Names, and Predicate Product Names 

STN New Product Name Predicate Product Name 
SE0015507 Marlboro Special Select (Red Pack) Marlboro Special Select (Red Pack) l00's Box 

lO0's Box 
SE0015508 Chesterfield Blue Pack lO0's Box Chesterfield Blue Pack l00's Box 

SE0015509 Marlboro Red Label Box Marlboro Red Label Box 

Product Identification 

Product Category Cigarettes 
Product Sub-Category Combusted Filtered 

Number of Products per 
Retail Unit 

Twenty cigarettes per pack with ten packs per paperboard carton and 60 
cartons per shipping case.

The packaging materials consist of paperboard hard packs w ith inner 

Product Package 
frames. The hard packs have inner foils, polypropylene outer w raps, 
polypropylene tear tapes, paperboard cartons and corrugated paperboard 
sh ipping cases. 

3. The Need for the Proposed Actions 

The proposed actions, requested by the applicant, are for the Food and Drug Admin istration (FDA) to 
issue marketing orders under the provisions of sections 910 and 9050) of the Federal Food, Drug, and 
Cosmetic Act after finding the new tobacco products substantially equivalent to the corresponding 
pred icate products. The applicant w ishes to introduce the new tobacco products into interstate 
commerce for commercial distribution in the United States and submitted to the Agency three 
substantial equivalence (SE) reports to obtain marketing orders. The Agency sha ll issue the marketing 
orders if the new products are found substantially equivalent to the corresponding predicate products. 
The predicate products were previously found substantially equiva lent and received marketing orders. 

The new products differ from the corresponding predicate products in changes in cigarette paper, filter 
components, and t ipping adhesive (Confidential Append ix 1). 
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4. Alternative to the Proposed Actions

The no action alternative is FDA does not issue marketing orders for the new tobacco products. 

5. Potential Environmental Impacts of the Proposed Actions and Alternatives - Manufacturing
the New Products

The Agency considered potential impacts that may be affected by manufacturing the new products and 
found no significant impacts, based on Agency-gathered information and the following information 
submitted by the applicant: 

● The production of the new products will replace production of other cigarettes currently being 
manufactured at the same facility.  

● The applicant stated that the new and predicate products would not be simultaneously 
manufactured if the new products receive marketing orders.  

● No facility expansion or new construction is expected due to manufacturing the new products. 
● No net increase in the facility production is expected due to manufacturing the new products.   

5.1  Affected Environment  

The new and predicate products are manufactured at 3601 Commerce Road, Richmond, VA (Figure 1). 

Figure 1. Location of the Manufacturing Facility 
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http://deq.state.va.us/Portals/0/DEQ/Water/SWRP/App%20B%20James%20River%20Basin%20Summary.pdf
http://www.dcr.virginia.gov/soil-and-water/document/wshedguideb2b.pdf
https://water.usgs.gov/edu/watershed.html
www.google.com/maps


https://echo.epa.gov/detailed-facility-report?fid=110000869793
https://databasin.org/datasets/d579d87eb54f4374a77ea53e7ef66449
https://www.fws.gov/endangered
https://echo.epa.gov/detailed-facility-report?fid=110000869793


https://myrtk.epa.gov/info
https://enviro.epa.gov/facts/tri/ef-facilities/#/Facility/23234PHLLP3601C
https://echo.epa.gov/detailed-facility-report?fid=110000869793
https://enviro.epa.gov/facts/tri/ef-facilities/#/Facility/23234PHLLP3601C




https://www.ttb.gov/tobacco/tobacco-stats.shtml
https://www.ttb.gov/tobacco/tobacco-stats.shtml
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As of March 2019, 28 states and the District of Columbia had implemented comprehensive smoke-free 
laws (American Lung Association, 2019). Such laws are also expected to reduce the levels of non-users' 
exposure to SHS and THS. 

6.5 Impacts of the No-Action Alternative 

The environmental impacts of the no-action alternative wou ld not change the existing condition of use 
of cigarettes, as many similar tobacco products would continue to be marketed. 

7. Potential Environmental Impacts of the Proposed Actions and Alternative - Disposal of the 
New Products 

The Agency evaluated potential impacts to resources in the environment that may be affected by 
d isposal of the new products. The Agency found no significant impacts based on publicly available 
information such as the documented continuous decl ine in use of cigarettes in the United States, and 
the applicant' s submitted information, including the projected market volumes for the new products. 

7.1 Affected Environment 

The affected environment includes human and natural environments in the United States; the marketing 
orders would allow for the new tobacco products to be sold to consumers nationwide. 

7.2 Air Quality 

The Agency does not anticipate disposa l of the new products or the packaging material would lead to 
the release of new or increased chemica ls into the air. 

No changes in air quality are anticipated from disposal of the cigarette butts of the new products. The 
chemicals in the cigarette butts are commonly used in other currently marketed cigarettes. Because the 
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States. No new emissions are expected due to disposal of the new products; therefore, there would be 
no new disproportionate impacts on minority or low-income populations. 

7.7  Cumulative Impacts  

A major existing environmental consequence of the use of the new products as well as other 
conventional cigarettes is littering of discarded cigarette filters or butts, which can persist in the 
environment (Novotny and Zhao, 1999). Cigarette butts are among the most common forms of litter 
found on beaches (Claereboudt, 2004; Smith et al., 1997), near streams, night clubs (Becherucci and 
Pon, 2014), bus stops (Wilson et al., 2014), roads, and streets (Healton et al., 2011; Patel et al., 2013). 
Cigarette butts have been found at densities averaging more than four cigarette butts per meter 
squared of urban environments (Seco Pon and Becherucci, 2012). 

Compounds in cigarette butts can leach out into water, potentially threatening human health and the 
environment, especially marine ecosystems (Kadir and Sarani, 2015). The environmental toxicity of 
cigarette butts due to air emissions is not well studied. The chemicals in cigarette butts can be the 
original chemicals in the unsmoked cigarettes or the pyrolysis and distillation products deposited in the 
cigarette butts. Airborne emissions from cigarette butts after disposal depend on the environmental 
conditions and the chemicals in the butts. These emissions can be influenced by several factors, such as 
the cigarette brand, cigarette length, filter material, types of tobacco, ingredients in the cigarette and 
tobacco fillers, number of puffs, and the mass transfer behavior of combustion products along the 
cigarette.14 

14 NIST Technical Report 8147 available at: http://dx.doi.org/10.6028/NIST.IR.8147. Accessed August 16, 2018. 

However, the cumulative impacts from cigarette butts are declining because the use of cigarettes in the 
United States is declining. 

7.8  Impacts of the No-Action Alternative  

The environmental impacts of the no-action alternative would not change the existing condition of 
disposal of cigarettes and cigarette packaging, as many other similar tobacco products would continue 
to be marketed in the United States.  

8. List of Preparers  

The following individuals were primarily responsible for preparing and reviewing this programmatic 
environmental assessment (PEA): 

Preparer: 
Dilip Venugopal, Ph.D., Center for Tobacco Products 

Education: M.S. in Ecology and Ph.D. in Entomology 
Experience: Seventeen years in various scientific activities 
Expertise: NEPA analysis, environmental impact analysis and risk assessment, applied ecology, geo-

statistics  
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Reviewer: 
Hoshing W. Chang, Ph.D., Center for Tobacco Products 

Education: M.S. in Environmental Science and Ph.D. in Biochemistry 
Experience: 11 years in FDA-related NEPA review 
Expertise: NEPA analysis, environmental risk assessment, wastewater treatment 

9.  A Listing of Agencies and Persons Consulted  

Not applicable. 
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CONFIDENTIAL APPENDIX 1 

Comparison of the New Products to the Corresponding Predicate Products 

STN Change from Predicate Product 
Cigarette paper - Minor changes in the material composition of the 
cigarette paper with an increase in total cigarette paper levels of 

SE0015507 
SE0015508 
SE0015509 Tipping adhesive - Addition of 

As a result of the cigarette paper change, the total cigarette weight in the 
new product is slightly increased (SE15507, SE15508) or decreased 
(SE15509) . 
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CONFIDENTIAL APPENDIX 2 

First- and Fifth-Year Market Volume Projections for the New Products and Percentage of Cigarette Use 
in the United States Projected to be Attributed to the New Products 

First- and fifth-year market volume projections for the new products were compared to the total 
forecasted use of cigarettes in the United States.15 

15 The Agency used historical data regarding total use of cigarettes from 2002 to 2018 to mathematically estimate the total 
number of cigarettes used in the United States. Using the best-fit trend line with an R2 value of 0.9814, the forecasted number 
of cigarettes that would be used in the United States is estimated at 228.66 billion cigarettes in the fi rst year and 20S.02 bi ll ion 
cigarettes in the fifth year of marketing the new products. 

The projected use of the new products in the first and 
fifth years of marketing account for about of the forecasted cigarette use in the United 
States, respective ly. In addit ion, the applicant stated that the new products would replace s imilar 
tobacco products currently on the market. 

Projected Market Volume 

First-Year Fifth-Year 
New New 

Product as Product 
STN 

New Product 
(# of Cigarettes) 

a Percent 
of Total 

Cigarettes 

New Product 
(# of Cigarettes) 

as a 
Percent 
of Total 

Used16 Cigarettes 
Used17 

E 01 7 
SE0015508 
SE0015509 

Total 

16 Projected Market Occupation of the New Product in the United States(%)= 
Pro jected Market Volume of the NewProducts (cigarette pieces) l OO 

Projected Use of Cigarettes in United States (cigarette pieces) X 

17 Ibid. 
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